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CTFA COMMENTS ON 
OVER-THE-COUNTER DRUG L 

INTRODUCTION 

ments are submitted on behalf 
(CTFA) in response to the pro 

content and format of labeling for Over-The-Counter (OTC) drugs, published at 62 Fed. 
Reg. 9024 (February 27, 1997) ("the proposal"). 

CTFA is the 103 year-old national trade associati 
products industry. Our membership includes approximately 300 active member 
companies that manufact 
of products that are both cosme 
many cases, throughout t 

associate members 
of personal care products. 

e personal care products, including a wide array 
rugs, throughout the United States and, in 
so represent approximately 300 additional 

provide goods and services to man 

Although many of the products of CTFA members regulated solely as 
cosmetics and are not 
members' products ar 

this proposal, a very significant number of our 
both as cosmetics gi& as drugs. These products, 

ugs" in this document, claim and provide both a cosmetic 

highly valued by consumers. Products 

ot limited to (1) antidandruff shampoos, (2) 

-care products containing acne medicines, and 

antiperspirant/deodorants, (3) anticaries toothpastes, (4) antimicrobial soaps, (5) 
sunscreens, (6) traditional cosmetic s 
(7) traditional cosmetic products, skin-care products, foundations and lipsticks that 
contain sunscreens, skin protectants, or astringents. 
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For the past 25 years CTFA has actively participated in addressing both the 

CTFA has filed 

In order to put CTFA’s comments in perspective, it is important to understand the 
similarities and d 
between CTFA a 
While many CTF 

that raise both tradition 
significant number of 

- not NDMA members. 
represent the interest 
monograph issues for traditional 
cold remedies. 

nces in membership and perspective o 

Is0 members of 

ugs, both large and small, that are 

Many CTFA members are tr 
benefits in some 
skin protectants, 
valuable health b 

daily use. While 
can be shown to improve consumers’ ability to use these products safely and 
effectively, FDA must recognize the many important differences be 
OTC drugs and cosmetic-drug products set forth in these comments. 
believes that such differe 

proposed labeling revisions for cosmetic-drug products that are not subject to dosage 
limitations. 

of cosmetic products designed for 

s, when fully considered, dictate an exemption from the 

We also want to note rly at the outset that, although we focus our comments on 
new labeling requirements for cosmetic-drug products the need for an e 
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ge limitations, we do not intend to imply by comparison‘that there is any 
respect to the safety of traditional OTC drugs or tha urrent O7-C drug 

labeling for any OTC drug product is inadequate. 

the appropriateness of the proposal for labeling non-cosmetic, traditional OTC drug 

products. 

EXECUTIVE SUMMARY 

to enable consum 

proposal, however, fails to consider or distinguish between 
Agency claims raise the safety and consumer confu 

believes that the 
broad category of cosmetic-drug products (Le., those cosmetic-drugs that bear no 
dosage limitation) that should be exempt from the proposed OTC labeling revisions and 
instead continue t mandatory and other labeling information as currently 

required for both 

rlying FDA’s proposed OTC revisions are 

s that may be 
ion. Cosmetic- 

used by consumers on a daily, if not more frequent, basis because of the wide 
margin of safety associated with their us 
that the term “dosage limitation” be defi 

byFDA. CTF 

“a set of limitations on , frequency, and numbe quired 

in the labeling of a product either pursuant to a Tentative Final or Final 
OTC Drug Monograph or an approved New Drug Application.” 
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elf-medicatio 

ies associated 

the use of co 

OTC cosmetic-drugs do not include products that have resulted in 
more potent therapies being available to cons 

Cosmetic-drugs are not the subject of prescription to OTC drug 
switches; 

Cosmetic-drugs do not raise 
serious therapeutic uses in t 

otential for significant new 

Cosmetic-drugs are not relied upon by consumers to mitigate 
illness or treat conditions that may reasonably be characterized as 
serious health problems; and 

Cosmetic-drugs do not raise serious misuse concerns for the 
elderly. 

0 Cosmetic-drug products are marke ed as both cosmetics and drugs 
and must meet the labeling requirements fo both types of produc 
addition to required OTC drug labeling, cosmetic re 
inactive ingredients as well as certain additional, non-monograph warnings for 
certain types of products. Manufacturers of cosmetic-drugs also often include other 
important consumer information on product labels. The consequences of imposing 
the proposed OTC labeling changes on the current labeling system for cosmetic- 
drug products have not been sufficiently reviewed and, contrary to FDA's intent, 
could severely hamper attempts to convey important information to consumers of 
such products. 

uire the listing of 

There is nothing in the administrative record to support this 
revolutionary change in labeling requirements for cosm 

ly designed consumer research stu 
present notice a 

ill not be available 
ment time frames. 
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0 CTFA also requests that FDA develop an exemption from the 

proposed OTC I 

packaged in small sizes. As a result, a small package exemption is ess 

ing requirements for small packages. Many OTC drugs, 

elimination of som 
consumers ar 

products, FDA should consider the en pact of its proposed OTC 

drugs, CTFA believes that t packaging and corresponding 

international harmonization 
use outside the Unite 

g to  develop distinct labels for 

CTFA strongly supports FDA's proposal for national uni 
labeling of OTC drug products. OTC drugs in general and cosmetic-drugs 
specifically are almost unive ly manufactured for 

rity over such  products has co 
umers. A system of conflicting 

ly proven to  be effective 
laws only undermines a 

strong federal regulatory framework which is in the best interests of all consumers. 

The following discussion addr ses the  conce  
for its actions in preamble t o  the  proposed rule. Our comm 
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address each of FDA’s 
to support the propose 
products with no dosage limitation. 

blish that the concerns relied upon by FDA 
C drug labeling do not apply to cosmetic-drug 

DISCUSSION 

1. FDA’s Concerns Regarding OTC Dr 
ducts That Do N 

s Generally Do Not Exist For 
age Limitation. 

CTFA understands that t A’s proposed la 

requirements is to improve the ability of consumers to read and un 

product labeling so that they will be able to select appropriate products. FDA states in 

its proposal: 

“The agency has determined that a standardized format fo 
labeling would improve legibility and understandability and 

type and location of specific 
nsumer knowledge about the safe and effective 

use of OTC products.”’ 

In determining the need to revise and standardize the form 

specific OTC Product Monograph categories, such as cou 

Monograph categories of concern, FDA may be able to apply its proposed labeling 
requirements -- 
imposing the same labeling changes on cosmetic-drugs is totally unjustified and, at a 
minimum, serves only to apply a massive and costly government solution to a non- 



problem. At worst, implementation of this proposal could confuse consumers and 
reduce the availability of important health benefits provided by products such as those 
which contain suns ryday cosmetic skin 
products. 

When the individual elements of changing use relied upon by FDA to support the 
proposed labeling revisions are examined in the context of 
becomes clear that such changes bear absolutely no relev 
consumers of such drug products. 

A. Changing Pattern y FDA Do Not Apply 
To Use By Consu 

The “changing patterns” of OTC drug use identified by FDA include (i) the 

availability of many more new OTC medications (as a result of 

prescription to OTC status and approval of new uses for alrea 

many of which are more potent drugs; (ii) the fact that consumers 

actively involved in their own h 

diagnosis and self-medication 

OTC drug products as a result 
concerns may or may not be 

Indeed, there is no substantive 
any concern on FDA’s part ove 
record that presently exists provides no basis for imposing these substantial labeling 
changes on cosmetic-drug products. 

nd as a result, are mor 

rug products; and (iii) t 

age of many  consumer^.^ While these 
ard to some OTC rugs as discussed 

kely to practice self- 

ncreased use of 

above, they bear no significant relationship to use by consumers gs- 
preamble to the proposal that reflects 
Certainly the entire administrative 

(i) Concerns About the lncr f More Potent OTC 
Drug Therapies Do Not rug Products. 

FDA expresses its concern regarding the increased availability of more potent 

OTC therapies as follows: 

In recent years, more potent drugs have been switched from prescription 
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to OTC drug status 

ety profile of many drug 

FDA fails to consider, however, th 

are Rx to OTC switch products marketed 

their already approved New Drug Applications (NDAs) for Rx use. This pre-market 

approval mechanism gives FDA absolute authority to require appropriate labeling prior 

to marketing. In contrast to the therapies specifically cited by FDA, the cosmetic-drugs 

for which CTFA supports an exemption are not the subject of prescription to OTC 

switch requests, and do not raise the potential for new uses in the 

no justification for 

burdensome label 

of OTC drugs. 

re- Thus, there is 

ecting cosmetic-drugs without dosage limitations to new and 

quirements that FDA argues are necessary for a limited group 

Evidence of the qualitative safety and efficacy differenc 

drugs about which FDA expresses concern and traditional cos 

e dosage limitations set forth in re 

dosage limitations are typical for most (if not all 

are also not cosmetics, the absence of an overall dosage 

many topical OTC drugs that 

relatively large)6 associated with the u 

required to carry a warning that extended or prolonged use is not recommended. In 

practical terms, the risks of exceeding the “recommended dosage” associated with 

some categories of OTC drugs simply do not exist for cosmetic-drugs.* FDA’s focus on 

“potent OTC drugs” that have recently become available without prescription suggests 

h products.’ In contrast, some OTC 
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, 

that the agency was not thinking of a consumer‘s daily use of a sunscreen, 

antiperspirant or anti-dandruff 

increased availability of OTC drugs. 

poo in the context of its conc 

There is nothing in the administrative reco Ped by FDA that suggests, or 

supports placing cosmetic-drugs within the category of “potent OTC drug therapies” that 

are becoming more readily available to consumers. 

(ii) Concerns About I 
Diagnosis And S 
Drug Products. 

important to note that cosmetic-drugs tend to be much more like 

OTC drugs. Whereas OTC drugs are defined as “articles i 

cosmetic effects bu egorized and regul s either because of 

body.”” 

Selection, purchase and use of m 
cosmetic attributes (the “aesthetics”) of t 

“traditional” cosmetic products such as moisturizer 
ingredients, but is equally true for other categories 
antiperspirant/deodorants 
position of cosmeti 

roduct. This is pafiicularly true for 
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concern with regard to “self-diagnosis” and “self-medic 
activities as the daily use of an antiperspirant/deodorant or of a moi 
sun n. 

In justifying the proposed labeling requirements, FDA refers to the f 
times as many health problems are treated by consumers with OTC drug 
instead of seeing a physician, and 60 to 95 percent of all illnesses are 

g self-medication with OTC produ 
possible exception of 

tive in nature. More often 
, rather than to treat 

requirements FDA 
did not consider 

Additionally, again there is nothing in the adm 
FDA to suggest that cosmetic-drugs raise any concerns ass 
or self-medication by consumers. 

The final category of changing patterns of OTC drug use addressed by FDA is 
the increased us 

cons~mers.’~ In particular, FDA is concerned that “poor labeling legibility” may cause 
elderly consumers to “s 
ineffective use of the p owever with regard to c 
no dosage limitations, improper dosage is not a concern. T 
notwithstanding, it is important to recognize that, in contra 
OTC drugs involving new uses of existing OTC therapies or potent prescription to OTC 
switch products, elderly consumers are unlikely to begin using cosmetic-drugs for the 
first time during their advancing years. Quite t 
been using these products, in many cases, fo 
manufacturers contin products with proved performance, the 

such products as a result of the 9 age of many 

proper dose and thus, may result in unsafe or 

ry, elderly consumers have 
eir entire lives. Although 

10 



directions for US 

remain the same. 
products (governed by the individual 0 

There is nothing in the administrative record oped by FDA to suggest or 
support that the use of c gs poses any risk to elderly consumers. 

us N 

CTFA agrees with FDA t t OfC drug products (no matt 

products,”’6 and that improperly or unclearly labeled OTC drug products may cause 

per dose, and, thus, may result in 
r, the administrative rec 

urrent cosmetic-drug I 
health concern. 

11 



As previously discussed, not all OTC drugs are the same. Issues of wrong dose 

size or frequency do not exist for most cosmetic-drug products. Cosmetic-drug 

products, such as antiperspirants, dandruff shampoos, antimicrobial soaps, and 

sunscreens can on (other than those general common-sense 

develops, stop sunscreen. The 

concern with regard to selecti 

experience should not b 

an improper dose resulting in an adverse drug 

le for these types of products. 

Regarding FDA’s concern about the possibility of increasing numbers of adverse 

OTC combination drug products for drug interactions becau 

multiple symptoms” and the possibility that “[c]onsumers may not be a 

particular prescription drug that they are taking is in the same drug cia 

drug product that they are also taking””, we note that it is extremeiy u 
concerns would apply to cosmetic-drug products without 
example the agency cites is a person taking an OTC ana 
prescription nonsteroidal a 
not pose this kind of situational risk. Furthermore, there are few instances of common 

f the availability of “ 

sage limitation. Indeed, the 
sic in combination with a 

matory drug. Clearly, cosmetic-drug products do 

active ingredients eit r within etic-drug categories. Cosmetic-drugs 

containing anti-acne ngredients are two s where consumers may be 
exposed to common active ingredients within a single ory of product. In the case 

r more cosmetic-drug products containing 

product containing one or more sunsc 
foundation containing similar or identical ingredients), increasing dosage serves only to 
increase product efficacy and thus provide increased public health benefit. 

As in the 
administrative record d 

ut changing patterns of use, the 
pport the conclusion that there is any 

1 2  



potential for inc 

products. 
y the current us 

etic-Drug Products. 

Ther ging patterns” of use of OTC drug products 

will have any impact on the way consumers use cosmetic-drug products. CTFA is not 

aware of any significant change in what has been both appropri 

by consumers of 

evidence in the r 
make choices re ir uses of such prod 

distinctive marketing and particular uses of typi 

OTC products (especially the new, more potent OTC products cited by FDA as the 

and responsible use 

drug products over d 

when using other categories of OTC drug products. 

Likewise, nothing in the administrative record 

products are at any increased risk for misuse by con 

labeling format. 

y factual basis for ch ging the labeling for cosmetic-drug 

products, CTFA proposes that such products w no ‘‘dosage limitation” 

this definition shall 

licable OTC Monograph; New Drug Application; and 

Cosmetic-drug products subject to this exemption may not 

13 



use the new OTC 

Under CTFAs proposal, eligibility for the exemption from FDA’s ne g 
requirements would require that a product satisfy both parts of a two-prong test. First, 

the product must be a tic-drug, as deter 

product. Second, the cosmetic-drug must not 

d by the claims made for the 

any dosage limitation. CTFA 

e “dosage limitation” as follows: 

“a set of limitations on the size, frequency, and 
number of doses required in the labeling of a product 
marketed either pursuant to a Tentative Final 
Monograph, wh pplicable, or Final Monograph for 
an OTC Drug P 
Drug Application approval .” 

Category or a specific New 

Under this defin n, only products that include limits i 

(size, frequency and number of doses) would be cons 

limitation. 

A limitation on size refers to a specific restriction regarding the amount of the 

product to be 

size in the directi 

ed, w., one tablet, two teaspoons. A general description relating to 

(e.n. use a small amount, spread a thin layer). 

A limitation on frequency of dose refers to a sp 

use of a product a, every four hours, three times a 

general direction regarding frequency of use such as “apply often, reapply as 

necessary”. 

for repeated 

A limitation on number of a specific restriction on the duration of 

use or the time period hich a product should be used, For example, “not to 

exceed more than f ses in twenty-four hours” would be a limit on number of doses. 

14 



The absence of r a c  d place that 

product within th ope of the exemption. Thus, for example, a cosmetic-drug with a 

limitation on the frequency and number of doses but not on 

be exempt under the definition. 

would 

FDA does not presently ne the term “dosage limitation”.20 Nonetheless, in 
implementing the general la ug, and 

Cosmetic Act (in particular the requirement that drug labeling contain “adequate 
warnings for use” and “adequate warnings against unsafe use”), FDA defines adequate 

use a drug safely and for 
specification of 
practice, the actual 

drug monographs). Read together (e.n., “ fo r  relief 
afe use are governed by 

up to twice daily (up to 2 

tablets in 24 hours) . . . Do not take the maximum daily dosage for longer th 
continuously except under the advice and supervision of a doctor”) such dir 
constitute a limit age. 

CTFA is proposing to define the term “dosage limitation” because 
for purposes of underst ding the impact of this proposed labeling rule 
drug products, to look beyond the particular prod 
entirety of the product’s required labeling (includi 
becomes appare r of OTC product categories, primarily cosmetic-drug 

I, common sense limitations, (m, such as “if 
if a rash occurs, stop use”). No limit on overall duration 

for use is raised by such restrictions, however, because no significant underlying safety 
concerns exist. In 
categories carry si 
include the following: 

t, Rx to OTC switch products and certain OTC product 
restrictions on their use. Example 
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Warning(s) 
(Re ye Syndrome Vaming, Alcohol Warning) . -  Vaming, Allergy 

DO 
As 

If You Are: 

If You: 

Drug/drug and drugjfood 
interactions 

When Using This Product: Side effects, and what to avoid. 
(Pregnancy/Breast-Feeding Warning) 

CTFA’s definition of dosage limitation is intended to distinguish between products 

that carry substantial Ii 

more focused w 

previously has 

the preamble to FDA’s proposed GMP regulations regarding 

agency states: “[tlhe Commissioner recognizes that many hu 

are safe and suit r frequent and often prolonged use. Such products are 
marketed wit s. . .~  43 Fed. Reg., 45 8 (September 29,1978). 

In order to implement CTFAs request for an exemption for cosmetic-drug 

products with no do ge limitation, CTFA proposes the following amendments to 

proposed 21 C.F.R. § 201.66: 

5 201.66 Format and content requirements for Over-The-Counter (OTC) drug 

(b) Definitions. 

* * * * * *  

of 
(6) The term dosage limitation sh 
the size, fre uency, and number o 

applicable, or Final OTC Drug 
Drug Application. 

a product eit a er pursuant to a 

16 



I 

(f) Exemptions and 

* * * * * *  

II .  s 
C 

Application of FDA’s OTC drug labeling proposal to sunscreens e 

inappropriateness of 

Sunscreen products 

sunscreen pro 

“nonbeach” (“ 

chronic exposure to sunlight. Examples of daily use or “secondary” sunscreens include 

skin care, foundation or lipstick products. Quite simply, FDA’s stated re 

proposed labeling changes do not apply to cosmetic-drugs gen 

all of the products within th gory: 

0 Concerns about th 

0 

0 

0 

Thus, the “changing patterns” of OTC drug use identified by FDA as justification for its 

proposal do not apply to sunscreens. 

17 



For the same re FDA’s concerns about increase onsumer self-diagnosis and 

se If-med icat ion d 
and sufficiently la 
labeling requirements. To the extent their use by consumers reflects 
changing patterns of use identified by FDA in its proposal, such chan 
those that FDA and public health officials are encourag g for sunscreen use. For 
example, to the 
consumers or a 
of public health agencies an 
traditional OTC 
product under use rather than over use. 

immediate burning of the skin, to premature aging, wrinkling and other damage to the 
skin, to various types of skin cancers including malignant melanoma (a very serious 
form of skin can 
Dermatology an 
use enough sunscreen and that (ii) many consumers do not und 
of protection from everyday UV exposure afforded by products suc 
moisturizers cont ingredients. In pra 
exceeding the “r 

ramatically). The American Academy of 
expressed concern tha (i) consumers do not 

d the importance 

age” associated with 
simply do not exist for sunscreens. indeed, increasing dosag 
product efficacy and provide a health benefit. 

Advocates of the use of reens on a routine, daily basis have increasingly 
urged the cosmetic 
sunscreens and to include suns 
beach use, whose primary purpose is to protect consumers from extreme sunlight 

personal care industry to publicize the health importance of 
n ingredients not only in sunscreen products for 

18 



conditions (often referre oducts), but ais large numbers 

roducts. The industry has responded by supporting 

n efforts and by reformulating a large number of cos 
ingredients. This response reflects a genuine industry 

interest in sound public health principles, and is motivated by a desire to acco 
these principles where th 

cosmetic purpose of the product itself. 
be accomplished without detracting from the basic 

ed efforts by industry to inco rate Sunscreen 

vital for FDA to 

manufacturers 

nowhere in the rd supporting FDA's proposed labeling revisions is 
ers are unable to read or 

necessary to the safe and effective u 
labeled under curren 
proposal to enact d 

applicable APA requirements. 

products are properly 
le support for FDA's 

anges for cosmetic-drug products clearly violates 

, CTFA firmly supports an exemption from the 
screen products. Such action 

Cosmetic-drugs are regulated as both cosmetics and drugs and must comply 



with applicable lab 

cosmetic-drug products c 

ements for both types of products.2’ As a resuit, 

tly are required to include more ry labeling 

Imposing the prop0 
interfere with the 

A. Exte ry Cosmetic Labeling Requirements Already Exist. 

Cosmetic-drug products, unlike OTC drug products that are not also c 

are required to “bear a 

ingredient in desc 

active drug ingredients.= For s 
cosmetic/inactive ingredients in a product formulation is particularly important because 
they have been a by a dermatologist or other physician that they may be allergic 

od u cts which to 
m 

products, particularly those sold in small package sizes, having to comply with the 
proposed OTC I 
cosmet idi nactiv 
have to search in mor 

nel. Consequently, consumers will 
package for important information 

2 0  



necessary for the safe us 

may cause allergic reactions is perhaps the single most important use of required 

product. Since avoidance of cosmetic ingredients that 

ingredient labeling. 

Even more confu 
would require the listing 

ingredients by other req 

or consumers is the proposed standardize 
ive ingredients to be s 

order to comply, cosmetic 

on ingredients in two 
ed possibility that a 

ient to which he or she is 
and to the stated 

consumer may i 
likely to have an 
goals of FDA in 

In addition to listi cosmetidinactiv ingredients, some c 
which are sol 
required to bear additio 

out of eyes; flammability; inhalat 
product safely, the a 

aerosol contain 
safely as those 

pressurized containers (u, antiperspiranVdeodorants) -- are 
arning statements (a, proper storage conditions; keep 

6. Other Important Cosmetic Labe 1. 

uired by FDA under both cosmetic and OTC 
e much important (but not mandated) 

Manufacturers of cosmet 
imilar OTC products (that 

cosmetic claims) and to advise c 
“dermatologist-tested,” “ophthalmologist-tested,” “won’t run into eyes,” “safe for use with 

particular cosmetic 
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I 

consumers and h professionals consider important. 

use of “800” phone numbers may be eliminated if manuf 
space on the 
includes the Skin 
Approval, Am 

Therapeutics, 

C. 

Currently, cosmetic drug products have numerous mand 

requirements. First, there are the general OTC labeling requirements applicable to all 

products (21 F.R. § 201.1 et sea. and 5 3 ). In addition, Tentative Final 

Monographs, while applicable, an Final Monographs (prese 21 C.F.R. 5 331 
through 9 358) contain e 

products approved 

requirements. All o 

statutory requirement that all mandatory drug information b icuous and ‘I. . . in 

ucts is largely due to the fact 

s required monograph 
some of the additional i 

described above cope of labeling re irements and th 
metic-drug product is more 

2 2  



consumer to s 

IV. 

e requirements of the 

requirements as well as 

CTFA has several 
and  process presently be 

d presently that would support 
ition, on May 23, 1997, FDA 

consumer rese 
duct labels. Existing 
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for FDA's proposed OTC labeling format has been virtually overlooked in favor of four 

sults of which will 

on the propose 

completion, these studies cou 

would be inherently unfair giv 

proposed labeling rule b 

stry is already investi 

The agency has not established the necessity of a new OTC label format -- 
especially for smetic-drug products. FDA 

that raises the same 

products. Fu rth erm 

other than a sample sunscreen label in the new label format. This sole co 

potential for mis 

research does not include cosmetic-drugs 

example is suggested as one of 0 types of drug products for st which considers 

participants' evaluation riations of the proposed label format. 

Factual Support In The 

Presently, there is nothing in the administrative record re ding cosmetic-drugs 

that would provid a lawful basis for a fi 

that an agency provide a factual basis f 

NLRB, 52 F.3d 3 

proposed by FDA. The APA requires 

95) (court will not 

unreasonable, ar 

(D.C. Cir. 1984) (when an agency seeks to change federal policy 

support that change). Agency promulgation of a rule that lacks a 

basis is a clear v 

agency actions th 

I basis in the rec 

5 706(2)(A). While the A ope of review under the arbitrary and 

2 4  



capricious stan , and the ay not substitu 

the agency, the court will do a se 

agency’s decisio 

exptained facts and policy concerns on which it relied, and, importantly, whether those 

ing examination to determi 

whether the agency co 

Cir. 1994) (court may set as 

The record in t king is totally devoid of any factual basis for the 

are exactly backwa . The agency has issued a proposed rule for which it is now 

attempting to bu 

cosmetic-drugs, howe 

only assume that be 

products, the record, in violation of the APA, will continue to lack a fa 

gh consumer research. Wi 

the subject of such consu 

gulatisn do not apply to those 

rule. 
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need for, and the appropriate format of, revised OTC drug labeling. That research will 

not be complete until well after t 

rulemaking. Further, as 

would, in any material w 

cosmetic-drugs, and if so, the format such a label should take. 

6, 1997 close of the c 

arch does not seek i 

It is one of the m quirements of the A that parties to a rulemaking 

be provided wit 

parties are deprived of this most basic right when an agency fails to make avai 

pportunity to be heard. APA 5 553(c). Interested 

upon bythe agency). 

record of its de 

appropriate challenge the evidentiary basis for a proposed agency rule. To fail to 

provide the public with acc 

purpose of the prescribed procedure.” See 

2 6  



others). Moreover, the notice-and-comment procedures sewe th 

comments and gency, thereby helping to ensure informed agency 

decision ng. 
(citations omitted). Because FDA’s consumer research will pleted until after 

in any 

ugs --the agency, in violation of the AP 

parties of the opportunity to revie 

in any meaningful way. 

r comment on the s 

exemption from the pro labeling changes, a small package exemption is 
tion would mean that small packages subject to the proposed 

mpliance problems 

package size but a c 
available label space on a given package. Packages which are particularly affected are 

pe which determin 
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bottles without a 
sizes. 

specialty shaped containers, and convenience 

clear formula for m 

A. The Limits On 

If has recognized that cosmetic claims are permissible on the label 

drug product if they are placed “somewhere el g” of the 

Indeed, the agency has recognized that “OTC drug monographs contain 

appropriate drug labeli 
ptable cosmeti 

The agenc so stated that “any term that is outside 
ful and not misleading, may n 

of the labeling required by the monograph” but such ter 
the la 
expre 
opposition again here. Nevertheless, 

ges that cosmetic 

necessary for a consumer to 

are appropriate and 

prudent choice of product. 

Fo , any evaluation of total 

the back and side panels -- for purposes of a sm 

2 8  



individual OTC monograph 

B. The Citizen 

proposed small package exemption, the Citizen 

in any specific time frame. 

substantial numb 

in several years for that matter. 
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I 

containing sunscreen. This 
such as analgesics and pai 

r many years. Gi 
procedures, it is highly unli 

f the proposed option. It is more likely t 

m many of their 
in cosmetics such 

on 
ion 

; Nor Are They A Practical 

there are no validated performance standards that would apply and therefore they 

should not be furt providing an explicit, 

I packages should be labeled. 

CTFA proposal contained herein. 

Obviously, if FDA re both the CTFA and NDMA positions o r, the 

APA would require that prior t Performance Stand 

subject of notice and co ?king* 

3 0  



D. C vide 
P 

In order to implement CTF 

proposes the following amendments to 21 C.F.R. 5 201.66: 

5 201.66 Format and c u irements for Ove r-Th (OTC) drug 
product labeling. 

(i) if the total surface area available to 
square inches (including the principal 

(iii) that is a trial size package, packette, or single use unit. 

* * * * * *  

(f) Exemptions 

* * * * * *  

d, there al In considering how cosmetic-drug products should be 
additional 
expectatio products they are purchasing and con , and 
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access to, a variety of package sizes for products. In addition, as with every rule 

mandated by FDA, there are always potential unint 

ge in labeling for these safe and effe 

pelling value in an increasingly global marketplace 

panies to compete throughout the world. In 

and the need to g requirements. This is an ext ely important factor 

considering all of these fa 

a compelling factual need fundam disrupts a complex marketing system and 
related regulatory requirements wi ges. 

rs, it is clear that a change in labeling irements without 

Cosm g products are m gh many different channels 

rs, of trade including by direct sales repr 

drug stores, beauty salons, direct-re 

stores. 

The variety of ways in which cosmetic-drug products are sold var 

from other OTC drugs, and has an impact on how products are packaged and labeled. 

equal interest that con 

accommodate t 



Consumers g o  to departm 
convenience st uy a cold remedy. They do 

not expect or want the packaging a 
packaging of cosmetic-drug 

because it is an integral 

which has been 

oducts must t 

as a line extensio 

encourage consumer u 
manufacturers m 

sell products. The c 
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benefit, not the primary incentive. Yet, it b 
purchase this product. Imposition of this labeling proposal on these 

in that line and wi product withou 

pace requirements. For 

foundations, blushes, lipsticks). To the extent th 

and sale of products dictate 

FDA. 
.. 

to the consum 
primary vehicle 

product. 

Trial size packaging and gift-with-pur 

definition egral to encouragin 

understand the rodu 

3 4  



Label co ct the 

roposed Regulation 

Application of the proposed OTC labeling requirem 

development of secondary packaging for many of these products i 

of attempts to preserve and protect environmental re 

ly would require the 

has recognized the 

Several states -- 

This means lowe 
dual advantage: it 



“marketing standards”: 

, chain food retailers, and drug stores 

these cost savin and store products. 

in order pting to 
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g requirements (as well as t ibility to provide other ess 

sunscreen products) are treated as “proprietary 

drug interactions, mandatory identificati 

specific requirement 

under the Canad 

labeling of cosm 

gs Act and Reguiati 



industry’s ability to comply with U.S. OTC labeling restrictions for small packages. 

as a disincentive 
in the host country. 

y In The Labeling Of OTC Drug Products Is 

different from, or in addition to, that required by FDA.” Such national unifo 

important for all OTC drug or c bject 

specific terms ing regulation. 

OTC drugs in general and cosmetic- gs specifically are almost unive 

manufactured for 

product throughout the country. Congress has provided an 

regulating the nd efficacy of th 

Cosmetic Act 

hout the Unite . The same label appears on the 

r again, FDA’s authority has proven to be effective to protect 

ughout the coun . It provides a comprehensive regulatory 



U C J S . ~ ~  CTFA strongly 

safety of drugs in the United S 
or local level. 

through a voter initiati 

ount is required to 

fed 

ion 65 is not enf 
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decision. 

been overtaken by common sens 
take similar acti 

inconsistent bot 
scenario where products will b 

in other states. T 

and no warnings 
ption of proposed 

0 201.66(h). The preemption exemption procedure in proposed 8 201.66(i) 
appropriately all ption from preemption where state or local action is 

g local interest. 

CTFA fully suppo 

labeling, and ur 
FDA-regulated products. 

A. Separation acti 
Labeling Is 
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I 

I 

FDA is proposing tha 

put inactive ingredient inform 

substantial harm 

uired label, causing 

products. CTFA strongly objects to this aspect of the 

under FDA cos 

nor the impact on consu parated; nor whether it 
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e ingredients in. alphabetical 

order. 

and there is a significant 

B. Q For 
C 

needs, such informa 

, the components of the 

vehicle can play an tm 



sold with an outer 
to the product’s imme 

regarding the environm 



such incr n product contai r size. Accordi 

Id require that FDA's 

D. No Minimu ype Size Should d (62 Fed. Reg. at 9036). 

FDA solicited co of issues relating to typ 

agency proposes th 

point type and req 
comment on whether F 
principal display p 
that a package in 
(such as 10 point 
requests comme 
label space.47 

While CTFA agrees that label type must be conspicuous 
opposes the imposition of a minimum type size requirement. 
are many factors other than type size (u., highlig 

smaller than 6 point i 
priately.48 The ref o re 

n the most conspicuous an 



eliminating smaller produ 

currently are sold without 

A would impose such a costly solutio 



color categories. 

This data indicat 

will incur substantial 

products (k, bo 

-drug products which already 

label format. 

s no real benefi 



gs as described herein. Absent some ifiable benefits, the significant 

costs to es are a unju 

CTFA strongly ur 

compelling argu grant a 

totally devoid of any discussion of concern for cosmetic-drug products. The present 

FDA labeling require et i 



I 

1. 62 1,330 and 358) 
(Pr 

0 I-l 
L. IU. 

13. Id. at 9027-28. 
14. Id. at 9028. 
15. Id. 
16. Id. 
17. Id. 



, 

1 .  

c). See also 62 Fed. Reg. 9024, 9035. 
24. 21 C.F.R. 5 740.1 1. 

al interest in preserving 

39. 62 Fed. Reg. at 9032 
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40. 
J. SOC. 
41. 
112,1992. 
42. 
43. Id. 
44. 
45. Id. 
46. Id. 

62 Fed. Reg. at 9037. 

62 fed. Reg. at 9036. 
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